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DEPARTMENT  OF  HEALTH. 

EDUCATION,  AND  WELFARE 

Public  Health  Service 

42  CFR  Part  110 

Health  Maintenance  Organizations; 
Federal  Financial  Assistance:  General 

agency:  Public  Health  Service.  HEW. 
action:  Final  regulations. 

SUMMARY:  These  regulations  set  forth 
the  requirements  for  the  award  of 
grants,  loans,  and  loan  guarantees  to 
public  and  private  entities  for  feasibility 
surveys,  planning  and  initial 
development  activities  and  initial 
operating  costs  of  health  maintenance 
organizations  under  Title  XIII  of  the 
Public  Health  Service  Act  (the  Act).  In 
addition,  these  regulations  set  forth 
provisions  designed  to  assist  health 
systems  agencies  (HSAs)  and  State 
health  planning  and  development 
agencies  (SHPDAs)  in  evaluating  the 
special  needs  and  circumstances  of 
health  maintenance  organizations 
(HMOs). 

EFFECTIVE  DATE:  These  regulations  are 
effective  on  July  18. 1979.  Comments  are 
invited  through  September  17. 1979  on 
one  proposed  amendment  to  the 
regulations,  as  set  forth  more  fully 
below  under  "Supplementary 
Information.” 

FOR  FURTHER  INFORMATION  CONTACT: 

Howard  R.  Veit.  Director.  Office  of 
Health  Maintenance  Organizations. 

Park  Building.  3rd  Floor.  12420  Parklawn 
Drive.  Rockville.  Maryland  20857.  301/ 
443-4106. 

SUPPLEMENTARY  INFORMATION:  On 

March  17. 1978.  a  Notice  of  Proposed 
Rulemaking  was  published  in  the 
Federal  Register  (43  FR  11472-6). 
proposing  to  amend  42  CFR  Part  110. 
Subpart  B.  Interested  persons  were 
invited  to  submit  written  comments, 
suggestions,  or  objections  on  or  before 
May  16. 1978.  Ten  organizations 
submitted  timely  comments,  and  two 
comments  were  received  shortly  after 
the  end  of  the  comment  period.  All 
comments  were  considered  in 
developing  these  final  regulations.  A 
-  number  of  comments  were  favorable 
and  suggested  no  changes:  others 
suggested  multiple  changes  in  the 
proposed  regulations.  However, 
suggested  changes  in  the  regulations 
that  were  inconsistent  with  the  present 
HMO  law  were  rejected.  In  addition,  the 
HMO  Amendments  of  1978  (Pub.  L.  95- 
559).  enacted  November  1. 1978.  made  a 
number  of  changes  to  Title  XIII  of  the 
Act  which  are  reflected  in  the  final 
regulations.  The  comments  received,  the 
Department’s  responses  to  them,  and 


changes  that  have  been  made  in  the 
regulations  are  discussed  below. 

Changes  Adopted  in  Final  Regulations 

Set  forth  below  are  changes  that  have 
been  adopted  in  the  final  regulations: 

1.  §  110.201  has  been  amended  by 
making  these  regulations  applicable  to 
loans  and  loan  guarantees  made  under 
section  1305A  of  the  Public  Health 
Service  Act  (the  Act),  which  was  added 
to  title  XIII  of  the  Act  by  section  5(a)  of 
Pub.  L.  95-559  (the  Health  Maintenance 
Organization  Amendments  of  1978). 
Section  1305A(a)  authorizes  the 
Secretary  to  make  loans  to  public  and 
nonprofit  private  HMOs.  and  to 
guarantee  loans  to  nonprofit  HMOs  for 
projects  for  the  acquisition  or 
construction  of  ambulatory  health  care 
facilities,  and  for  the  acquisition  of 
equipment  for  these  facilities,  and  to 
private  HMOs  for  such  projects  which 
will  serve  medically  underserved 
populations.  Although  the  Secretary  has 
not  yet  issued  separate  regulations  to 
implement  section  1305A.  he  is  adding 
the  reference  to  that  section  in  §  110.201 
so  that  the  general  provisions  of  this 
subpart  will  apply  to  loans  and  loan 
guarantees  under  section  1305A  when 
that  section  is  implemented. 

2.  Several  grammatical  and  spelling 
changes  have  been  made  in  §  110.203. 

3.  Section  110.203(k).  (Renumbered  as 
§  110.203(h).)  One  commenter  suggested 
that  applicants  be  required  to  forward  to 
the  appropriate  HSA  data  which  has  not 
previously  been  provided  to  the  HSA.  In 
accordance  with  section  1306(b)  of  the 
Act.  §  110.2G3(h)  provides  that  an 
organization  making  multiple 
applications  for  more  than  one  grant, 
loan,  or  loan  guarantee  is  not  required  to 
submit  duplicate  or  redundant 
information,  but  is  required  to  update 
previously  submitted  applications  as 
prescribed  in  regulations  by  the 
Secretary.  In  addition,  in  response  to  the 
comment,  the  following  language  has 
been  added  at  §  110.203(h):  "Upon 
receiving  a  written  request,  the  HMO 
shall  submit  to  the  appropriate  planning 
agency  referred  to  in’paragraph  (e)  any 
previous  applications  for  grants,  loans, 
or  loan  guarantees  under  Title  XIII  of 
the  Act  not  already  submitted  to  that 
agency."  The  Secretary  notes  that  a 
request  by  a  planning  agency  for  the 
submission  of  these  previous 
applications  by  an  HMO  does  not  affect 
the  67  day  limit  for  the  submission  of 
planning  agency  comments  under 

§  110.204(a). 

4.  Section  110.204(a).  One  commenter 
proposed  that  HSAs  and  SHPDAs  be 
required  to  submit  their  comments  and 
recommendations  concerning 
applications  for  financial  assistance 


under  Title  XIII  of  the  Act  (see  section 
1306(b)(5)  of  the  Act)  to  the  Secretary 
within  60  days  from  the  date  an 
application  is  received.  Since  review 
and  comment  by  HSAs  concerning  these 
applications  is  not  required  by  Title  XIII, 
the  proposed  regulations  stated  that  the 
appropriate  agency  should  submit  its 
comments  within  60  days.  However,  the 
Secretary  has  clarified  the  regulations  to 
indicate  that  he  will  only  consider  an 
HSA’s  or  SHPDA’s  comments  and 
recommendations  if  they  are  submitted 
within  67  days.  (The  Secretary  has 
added  the  extra  seven  days  to  conform 
to  the  Department’s  proposed  rules  on 
review  and  approval  by  HSAs, 
discussed  below.  Those  proposed  rules 
provide  that  HSAs  will  have  seven  days 
to  give  notification  of  the  start  of  a 
review,  in  addition  to  60  days  to  conduct 
the  review.) 

The  Secretary  also  calls  attention  to 
the  requirement  of  section  1513(e)  of  the 
Act  that  HSAs  review  and  approve  or 
disapprove  certain  proposed  uses  of 
Federal  funds  within  their  areas.  On 
May  9. 1978,  the  Department  issued  a 
Notice  of  Proposed  Rulemaking  to 
implement  this  provision.  (43  FR  19988- 
97).  Financial  assistance  under  Title  XllI 
falls  within  the  scope  of  section  1513(e). 
Thus,  when  final  regulations  are  issued 
to  implement  that  provision,  and  an 
HSA  has  assumed  the  review  and 
approval  function,  the  separate  review  . 
and  comment  function  under  §  110.204 
will  no  longer  be  necessary  for  that  HSA 
and  will  not  be  required. 

5.  Section  110.204(c).  Another 
commenter  suggested  that  the  health 
planning  agencies  be  required  to  share 
information  with  any  current  applicant 
when  requesting  the  Secretary  to 
approve  additional  considerations  for 
review  and  comment.  This  suggestion 
has  been  incorporated  into  these  final 
regulations.  The  HSA  (or  the  SHPDA)  is 
now  required  to  send  to  all  current 
applicants  for  financial  assistance  under 
Title  XIII  a  copy  of  its  request  for 
permission  to  use  additional 
considerations  in  reviewing  applications 
for  Federal  financial  assistance  under 
this  Part.  Since  there  may  be  a  need  for 
the  applicant  to  make  additional 
information  available  to  the  review 
agency,  this  requirement  should 
facilitate  communications  between 
applicants  and  the  review  agency. 

6.  Section  110.207.  (This  section  was 
§  110.209  in  the  proposed  regulations.) 
One  commenter  proposed  adding 
language  to  remedy  a  possible  conflict 
between  two  sections  in  the  proposed 
regulations  relating  to  the  confidentiality 
of  individual  patient  records.  A  change 
has  been  made  in  §  110.207(a)  to  clarify 
that  the  Federal  government’s  right  to 
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use,  duplicate,  or  disclose  data 
developed  by  the  applicant  during  this 
period  does  not  extend  to  data  which  is 
confidential  under  §  110.208. 

Additionally,  a  new  paragraph, 

§  110.208(c),  has  been  added  to  point  out 
that  under  42  CFR  §  2.12(a)  the  HEW 
confidentiality  regulations  with  respect 
to  alcohol  and  drug  abuse  patient 
records  apply  to  HMOs  in  a  number  of 
situations,  for  example,  where  alcohol  or 
drug  abuse  treatment  and  related 
services  are  directly  or  indirectly 
assisted  by  any  department  or  agency  of 
the  United  States. 

7.  In  order  to  conform  these 
regulations  to  45  CFR  Part  74, 
“Administration  of  Grants,”  and  to 
simplify  the  regulations  in  accordance 
with  the  Department’s  Operation 
Common  Sense,  the  Secretary  has 
deleted  or  revised  the  following  sections 
which  appeared  in  the  proposed 
regulations:  §  110.203(a).  §  110.203(b), 

§  110.203(c).  §  110.207,  §  110.208, 

§  110.209(a)(1).  §  110.209(a)(3).  §  110.211, 
§  110.212,  §  110.213(a)  and  §  110.213(b). 

8.  The  Secretary  has  also  revised  the 
definition  of  "significant  expansion”  of 
the  membership  of  an  HMO  (§  110.202) 
by  relaxing  the  requirement  that  to 
qualify  for  “significant  expansion” 
assistance,  the  HMO  must  propose  an 
increase  in  membership  which  exceeds 
the  HMO's  average  growth  rate.  The 
regulations  now  require  that  this 
increase  be  a  “substantial”  one.  Upon 
reexamination  of  the  legislative  history 
of  Pub.  Law  93-222,  which  enacted  Title 
Xlll  of  the  Public  Health  Service  Act 
(see  H.R.  Rep.  No.  93-451,  93d  Cong.  1st 
Sess.,  Aug.  10, 1973,  p.  27),  the  Secretary 
has  concluded  that  this  more  flexible 
definition  is  more  in  keeping  with  the 
Congressional  intent  in  authorizing 
assistance  for  “significant  expansion” 
projects. 

A  definition  of  “expansion  of 
services”  has  also  been  added  to 
§  110.202  because  financial  assistance 
may,  in  accordance  with  section 
1304(a)(2)  as  amended  by  the  HMO 
Amendments  of  1978,  be  provided  for 
initial  development  projects  for  the 
expansion  of  the  services  of  an  HMO. 

Change  Proposed  for  Final  Regulations 

The  Secretary  proposes  to  amend  the 
regulations  by  adding  a  requirement  that 
for  projects  funded  under  sections  1303 
and  1304  of  the  Act  (feasibility  studies, 
planning,  and  initial  development 
projects),  one  element  of  an  approvable 
application  is  that  the  project  director 
be  approved  by  the  Secretary,  The 
Secretary  believes  that  the  ability  of  the 
project  director  is  a  major  factor  in 
determining  the  potential  success  of  the 


project.  The  addition  of  this  requirement 
will  also  better  permit  him  to  allocate 
the  limited  resources  available  for 
support  of  these  projects.  Interested 
persons  are  invited  to  submit  written 
comments  on  this  proposed  amendment 
to  Howard  R.  Veit  at  the  address  shown 
above.  Comments  received  by 
September  17, 1979  will  be  considered  in 
the  preparation  of  the  final  amendment. 

Suggested  Changes  Rejected  for  Final 
Regulations 

The  Secretary  has  rejected  the 
following  suggested  changes  because  it 
is  felt  that  the  requirements  of  the 
proposed  regulations  are  adequate: 

1.  Section  110.202.  A  commenter  asked 
who  determines  whether  an  applicant  is 
eligible  for  assistance  for  significant 
expansion,  and  who  determines  an 
HMO’s  service  area.  As  indicated  in  the 
definition  of  “significant  expansion”  at 

§  110.202,  only  organizations  which  have 
been  found  by  the  Secretary  to  be 
qualified  HMOs  are  eligible  to  apply  for 
assistance  for  expansion  under  sections 
1303  and  1304  of  the  Act.  Under  this 
provision,  eligible  HMO  applicants  are 
required  to  describe  their  planned 
increase  in  membership.  This 
information  is  evaluated  and  verified 
during  the  review  conducted  by  the 
appropriate  HEW  Regional  Office  and 
the  Office  of  Health  Maintenance 
Organizations. 

In  addition,  the  service  area  of  an 
HMO  is  reviewed  and  approved  during 
the  qualification  review,  and  this 
information  is  published  in  the  Federal 
Register.  Any  subsequent  changes  in  the 
approved  service  area  must  be  approved 
by  the  Secretary.  Notice  of  these 
changes  is  also  published  in  the  Federal 
Register. 

2.  Section  110.203.  One  commenter 
expressed  concern  about  the 
organization  of  the  proposed  rules, 
suggesting  extensive  changes  in  the 
application  requirements,  project 
requirements,  and  funding  preferences. 
These  proposed  rules,  with  minor 
exceptions,  simply  restated  the 
requirements  of  the  regulations  which 
have  been  in  effect  since  1974,  and  since 
these  requirements  have  gained  wide 
acceptance  by  applicants,  the  Secretary 
has  rejected  the  suggested  changes.  The 
Secretary  also  believes  that  the 
regulations  are  clear  and  properly 
organized  and  need  no  major  revision  as 
suggested. 

3.  Section  110.203(d).  (Renumbered  as 
§  110.203(a).)  A  commenter  expressed 
concern  about  this  provision,  which 
allows  the  Secretary  discretionary 
authority  to  exempt  an  applicant  from 
submitting  an  audited  full  financial 


statement  as  part  of  its  application.  This 
provision  has  been  retained  because 
these  exemptions  are  appropriate  for 
newly  organized  entities  with  minimal 
assets  and  liabilities  which  are  applying 
for  feasibility  grants  under  the  Act. 

4.  Section  110.203(d).  (Renumbered  as 
§  110.203(a).)  Another  commenter 
expressed  concern  that  the  requirement 
that  an  applicant  for  a  loan  or  loan 
guarantee  seek  loan  assistance  from  at 
least  two  public  or  private  lenders 
before  requesting  Federal  financial 
assistance  is  too  “liberal.”  This 
provision  has  not  been  changed  because 
it  implements  section  1306(b)(2)  of  the 
Act,  which  provides  that  the  Secretary 
may  not  approve  an  application  for  a 
grant,  loan,  or  loan  guarantee  under 
Title  XIII  unless  he  determines  that  the 
applicant  could  not  complete  the  project 
without  Federal  assistance.  The 
Secretary  believes  that  requiring  the 
HMO  to  seek  non-Federal  loan 
assistance  first  is  an  appropriate  way  to 
implement  this  provision  of  the  statute. 

5.  Section  110.203(g).  (Renumbered  as 
§  110.203(d).)  A  commenter  suggested 
that  the  medically  underserved  areas 
referred  to  in  this  section  should  be 
congruent  with  the  health  manpower 
shortage  areas  referred  to  in  section  332 
of  the  Public  Health  Service  Act.  While 
the  list  of  medically  underserved  areas 
developed  by  the  Secretary  under 
section  1302(7)  of  the  Act  serves  a 
different  purpose  from  the  health 
manpower  shortage  areas  designated 
under  section  332  of  the  Act,  the 
Secretary  notes  that  these  latter  areas 
may,  under  certain  circumstances,  also 
be  designated  as  medically  underserved. 
The  current  list  of  medically 
underserved  areas  was  published  in  the 
Federal  Register  on  October  15, 1976  (41 
FR  45718-77).  Information  on  specific 
designated  areas  may  be  obtained  by 
writing  the  Regional  Health 
Administrator  in  the  appropriate 
Regional  Office  of  DHEW  at  the 
addresses  listed  at  45  CFR  5.31(b). 

6.  Section  110.203(g)  (Renumbered  as 

§  110.203(d).)  One  commenter  expressed 
concern  that  the  ratio  of  primary  care 
physicians  to  population  is  an 
inappropriate  factor  for  determining 
medically  underserved  areas  (MUAs), 
since  it  does  not  readily  correspond  to 
actual  access  to  and  availability  of 
resources.  The  Secretary  disagrees  and 
notes  his  view  that  this  factor  is  a  sound 
basis  for  measuring  medical 
underservice.  Moreover,  the  ratio  of 
primary  care  physicians  to  population  is 
but  one  of  at  least  four  factors  used  in 
the  formula  for  identifying  MUAs. 

In  developing  the  current  list  of 
MUAs,  the  Secretary  is  required  under 
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section  1302(73  xA  the  Act  to  consider 
comments,  IT  any,  from  the  appropriate 
State  health  planning  and  development 
agency  and  health  systems  agency. 

These  agencies  may  at  any  time 
recommend  changes  in  the  list  of  MU  As 
to  reflect  local  knowledge  of  medical 
underservice.  Because  an  area  can  have 
unusual  conditions  which  reduce  the 
availability  or  accessibility  of  primary 
care,  the  Secretary  solicited  information 
from  these  agencies  concerning  any 
such  conditions.  Based  on  this 
information,  he  adjusted  the  current  list 
of  MU  As  to  reflect  accessibility  factors 
such  as  physical  barriers,  road 
conditions,  weather  conditions,  distance 
to  and  accessibility  bf  sources  of 
primary  care,  and  relevant 
socioeconomic  factors. 

7.  Section  110.204.  A  number  of 
commenters  questioned  the  proposed 
review  and  comment  standards  Tor 
planning  agencies.  Their  criticisms  were 
that:  (lithe  limited  criteria  would,  in 
effect,  exempt  HMOs  from  cost 
containment  considerations  applicable 
to  other  areas  of  the  health  care 
industry:  (2)  the  limitation  Tsf  the  criteria 
with  which  local  planning  agencies  may 
review  and  comment  on  proposed  HMG 
services  would  “undermine”  local  health 
planning:  and  (3)  the  proposed 
regulations  would  forbid  the  HSA  to 
consider  the  criteria  that  the  Secretary 
must  consider  in  making  awards  under 
Sections  1303, 1804,  and  1305  of  the  Act. 
The  commenters  claimed  that  these 
factors  would  not  only  restrict  HSAs  by 
limiting  their  planning  prerogatives,  but 
also  would  exempt  HMOs  from  the 
health  planning  process. 

The  Secretary  notes  that  the  proposed 
rules  were  developed  in  response  to  the 
provisions  of  section  1532(c)  of  the  Act. 
as  amended  ’by  Pub.  b.  94-400.  That 
section  states  in  pertinent  part:  “The 
criteria  established  by  a  health  systems 
agency  or  State  agency  under  paragraph 
(8)  shall  be  consiistent  with  the 
standards  and  procedures  established 
by  the  Secretary  under  section  130e(c)  of 
this  Act.”  The  conference  report  on  this 
public  law  (HjR.  Rep.  No.  94-1513.  dated 
September  9,8,  9.976,  page  37)  makes  it 
clear  that  “^pirojects  for  the  development 
and  expansion  of  HMOs  and  their 
services  should  be  fudged  on  the  basil, 
of  the  need  for  iHMOs  and  the  need  for 
their  services  for  their  (enrolled  members 
and  reasonably  anticipated  new 
members  and  ttot  on  the  need  for  .the 
services  in  general  if  proposed  by  non- 
HMO  providers.” 

In  addition,  ibe  report  states  tbat 
“certificate need  determinations 
should  be  made  during  tihe  planning 
stage  of  the  HMO's  devetlopment.  This  is 


to  prevent  up  to  $1  million  of  initial 
deveflopment  funds  being  awarded  only 
to  have  a 'certificate  of  rmed  denied. ‘or 
the  need  for  an  HMO  questioned  by 
antagonistic  groups  late  in  the  IfMO’s 
development  sequence."  Based  on  Ibe 
language  of  section  lS32(c)(8)  and  the 
Conference  Report,  the  Secretary 
developed  these  standards  and  included 
the  same  regulatory  language  used  in 
both  these  regulations  and  those 
proposed  for  42  CFR  Part  122,  Subpart  D, 
and  Part  123,  Subpart  E.  (Criteria  and 
procedures  for  HSA  and  SHPDA 
reviews  of  new  institutional  .health 
services:  43  FR 11229-42).  The  Secretary 
also  notes  that  §  110.204(c)  provides  that 
the  agencies  may  use  considerations  in 
addition  to  those  set  forth  at  1 110.204(a') 
if  consistent  with  the  purposes  of  Titl^ 
XIII  of  the  Act  and  approved  by  the 
Secretary. 

8.  Section  110.205.  One  commenl  was 
received  on  the  records,  reports, 
inspection,  and  audit  provision, 
suggesting  that  the  data  which  the 
Secretary  may  require  to  be  submitted 
in  additional  reports  be  limited  to 
aggregate  data  on  clients,  utilization 
categories  or  ex,pendrtures.  This 
suggestion  has  been  rejected,  because  it 
would  not  provide  the  Secretary  an 
adequate  basis  for  carrying  out  his  audit 
and  evaluation  responsibilities. 

The  Assistant  Secretary  for  Health  of 
the  Department  of  Health.  Education, 
and  Welfare,  with  the  approval  of  the 
Secretary  of  Health,  Education,  and 
Welfare,  amends  42  CFR  Part  110, 
Subpart  B,  as  set  forth  below. 

Dated.  May  16, 1979. 
fulius  B.  Richmond, 

Assistant  Secretary  for  Heath. 

Approved:  june  30. 1979. 

Hale  Champion. 

Acting  Secretary. 

Subpart  B— Federal  Financial  Assistance: 
General 

Sec. 

110.201  To  whom  do  these  regulations 
apply? 

110.202  Definitions. 

110.203  What  are  the  requiremertts  lor  an 
application? 

110.204  What  are  the  standards  and 
procedures  for  review  and  comments  by 
the  appropriate  health  systems  agency  or 
State  health  planning  and  development 
agency? 

110.205  What  records  must  be  maintained 
and  what  reports  must  be  submitted? 

110.206  What  additional  conditions  may  fhe 
Secretary  impose? 

110.207  What  are  the  government’s  rights 
with  respect  to  data  developed  during 
the  term  of  Federal  financial  assistance? 


Sec. 

110:208  What  corifidentiality  requiremetAs 
apply? 

110.209  What  other  HKl/V  regulations  apply? 

110.210  For  what  are  grantees  accountable? 

1 10.21 1  What  obltga tion  does  the  United 
States  have  to  continue  support  for  an 
approved  project? 

110.212  What  is  the  effect  oif  a  grantee’s 
change  from  non-profit  to  for-profH 
status? 

Authority— Sec.  215,  58  Stat.  690,  (42 ’U.'S.C. 
216):  secs.  1301-1318.  as  amended.  92  Stat. 
2131-2141  (42  U.S:C.  300e-300e-17). 

Subpart  B— Federal  Financial 
Assistance:  General 

§  1 10.201  To  whom  do  these  regulations 
apply? 

The  regulations  of  this  subpart  apply 
to  the  award  of  grants,  loans,  jind  loan 
guarantees  to  public  or  private  entities 
for  projects  as  authorized  by  sections 
1303, 1304. 1305.  and  1305A  of  the  Act. 

§110.202  Definitions. 

“Expansion  of  services”  means  (1)  the 
addition  of  any  health  service  not 
previously  provided  by  or  through  the 
HMO,  which  requires  an  increase  in  the 
facilities,  equipment,  or  health 
professionals  of  the  HMO,  or  (2)  the 
improvement  or  upgrading  bf  existing 
facilities  or  equipment,  or  an  increase  in 
the  number  or  categories  of  health 
professionals,  of  the  HMO  so  that  ithe 
HMO  may  provide  directly  services 
which  it  previously  prov^ided  through 
contract  or  referral  or  which  it  could  not 
previously  provide  with  its  existing 
facilities  or  equipment. 

“Health  system  agency”  ^means  an 
entity  which  has  been  designated  in 
accordance  with  section  1515  of  the 
Public  Health  Service  Apt:  and  the  term 
“State  Health  planning  and  development 
agency"  means  an  agency  which  has 
been  designated  in  accordance  with 
section  1521  of  the  Act. 

"Nonprofit”  as  applied  to  a  private 
entity,  agency,  institution,  or 
organization  means  a  private  entity, 
agency,  institution,  or  organization,  no 
part  of  the  net  earnings  of  which  inures, 
or  may  lawfully  inure,  to  the  benefit  oT 
any  private  shareholder  or  individual. 

“Significant  expansion"  means  .(1)  a 
planned  substantial  increase  in 
membership  of  fhe  HMO  which  will 
require  an  increase  in  the  number  of 
health  professionals  serving  members  of 
the  HMO  or  an  expansion  of  the 
physical  capacity  of  the  HMD's  total 
health  facilities:  or  (Z)  a  planned 
expansion  of  the  service  area  beyond 
the  current  service  area  which  would  he 
made  possible  by  the  addition  of  health 
service  delivery  facilities  and  health 
professionals  to  serve  members  at  a  new 
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site  or  sites  in  areas  previously  without 
service  sites.  Only  organizations  which 
have  been  found  by  the  Secretary  to  be 
qualified  HMOs  are  eligible  to  apply  for 
assistance  for  expansion  under  sections 
1303  and  1304  of  the  Act. 

§  1 10.203  What  are  the  requirements  for 
an  application? 

(a)  Financial  information.  In  addition 
to  complying  with  requirements  set  forth 
in  the  appropriate  forms  for  applying  for 
financial  assistance  under  this  part, 
applicants  must  submit  an  audited  full 
financial  statement  unless  exempted  by 
the  Secretary.  Except  for  an  application 
under  section  1303  of  the  Act,  an 
applicant  whose  financial  statement 
shows  unobligated  cash  assets  which 
presumably  could  be  used  to  conduct  all 
or  part  of  the  project  or  undertaking  for 
which  application  is  made  must  also 
submit  a  detailed  statement  satisfactory 
to  the  Secretary  stating  why  the 
unobligated  cash  assets  of  the  applicant 
are  not  available  or  are  inadequate  for 
the  planned  project.  (The  only  assets  of 
the  applicant  which  need  be  considered 
in  this  regard  are  assets  other  than  those 
to  be  used  to  meet  the  applicant’s 
contribution  requirements  and  other 
than  those  the  obligation  of  which  for 
the  project  the  Secretary  determines 
would  jeopardize  the  applicant’s  fiscal 
soundness.)  An  applicant  for  a  loan  or 
loan  guarantee  shall  also  submit  a 
written  verification  from  at  least  two 
public  or  private  lending  agencies  or 
institutions  demonstrating  that,  after  a 
formal  request — 

(1)  Funds  have  been  denied  in  the 
amount  requested  in  the  application;  or 

(2)  Funds  in  the  amount  requested  in 
the  application  are  available  only  at  an 
interest  rate  in  excess  of  those  currently 
in  effect  for  the  loan  or  loan  guarantee 
program,  as  appropriate,  on  the  date  of 
the  application.  On  the  basis  of  the 
information  submitted,  the  Secretary 
will  determine  whether  the  applicant 
would  not  be  able  to  complete  the 
project  or  undertaking  for  which  the 
application  is  submitted  without  the 
assistance  applied  for. 

(b)  Assurances.  Each  application  must 
contain  the  following  assurances,  as 
appropriate,  which  are  binding  on 
successors,  assignees,  and  transferees  of 
the  applicant,  as  well  as  the  applicant: 

(1)  In  the  case  of  an  application  for 
assistance  under  section  1303  of  the  Act, 
if  the  survey  or  other  activity  supported 
demonstrates  that  the  development  and 
operation  or  the  expansion  of  the 
operation  of  an  HMO  is  feasible,  the 
applicant  will  be,  or  will  form,  or 
expand  the  operation  of,  as  appropriate, 
an  HMO: 


(2)  In  the  case  of  an  application  for 
assistance  under  section  1304  of  the  Act, 
the  applicant  will  develop  and  operate 
or  expand  the  operation  of,  as  the  case 
may  be,  an  HMO: 

(3)  When  operational  as  an  HMO,  the 
applicant  will  (i)  provide  basic  health 
services  to  its  members,  (ii)  provide 
these  services  in  the  manner  prescribed 
by  section  1301(b)  of  the  Act  and  by  the 
regulations  of  this  part,  and  (iii)  be 
organized  and  operated  in  the  manner 
prescribed  by  section  1301(c)  of  the  Act 
and  by  the  regulations  of  this  part; 

(4)  When  operational  as  an  HMO,  the 
applicant  will  enroll,  and  maintain  an 
enrollment  of,  the  maximum  number  of 
members  that  is  available  and  potential 
resources  will  enable  it  to  serve 
effectively.  Maximum  number  of 
members  is  defined  as  the  actual  or 
projected  enrollment  which  the  HMO 
can  serve,  considering  the  availability  of 
the  required  health  manpower  in  the 
area  to  be  served  by  the  organization 
and  the  capacity  of  the  facilities  of  the 
organization; 

(5)  A  statement  of  intent  (including 
evidence  of  the  applicant’s  ability)  to 
meet  the  requirements  of  paragraphs  (1) 
and  (2)  of  section  1301(b)  of  the  Act  and 
the  applicable  regulations  of  this  part 
respecting  the  fixing  of  payments  for 
basic  health  services  and  supplemental 
health  services  for  which  the  member 
has  contracted  on  a  prepayment  basis 
under  a  community  rating  system:  and 

(6)  In  the  case  of  an  application  for 
assistance  under  sections  1304  and  1305 
of  the  Act  filed  by  a  nonprofit  entity,  the 
applicant  will  become  a  nonprofit  HMO, 
will  maintain  its  nonprofit  status  unless 
for  good  cause  shown  the  Secretary 
releases  the  applicant  from  this 
assurance,  and  will  upon  a  change  in  its 
nonprofit  status  notify  the  Secretary 
immediately. 

(c)  Nonmetropolitan  areas.  Each 
application  which  evidences  or  projects 
an  enrollment  of  at  least  66  percent  from 
a  nonmetropolitan  area  shall  identify 
the  area  and  indicate  the  percent  of 
anticipated  enrollment  to  be  drawn  from 
that  area. 

(d)  Medically  underserved  areas. 

Each  application  which  evidences  or 
projects  an  enrollment  of  at  least  30 
percent  of  its  members  from  a  medically 
underserved  population  when  the  HMO 
first  receives  financial  assistance  or 
becomes  operational  shall  identify  the 
area  in  which  that  population  resides, 
the  total  population  of  that  area,  and  the 
percent  of  anticipated  enrollment  to  be 
drawn  from  the  medically  underserved 
area.  Medically  underserved  areas  are 
designated  by  the  Secretary  taking  into 


consideration  at  least  the  following 
factors: 

(1)  Ratio  of  primary  care  physicians  to 
population; 

(2)  Infant  mortality  rate: 

(3)  Percentage  of  the  population  which 
is  age  65  or  over;  and 

(4)  Percentage  of  the  population  with 
family  income  below  the  poverty  level. 

The  Secretary  will  designate  these 
areas  only  after  consideration  of  the 
comments,  if  any,  of  the  appropriate 
health  systems  agency  or  State  health 
planning  and  development  agency 
whose  plan  covers  any  part  of  the  area 
in  which  the  population  group  resides.' 

(e)  Health  planning  agency  reviews. 
Each  applicant  must  show  in  its 
application  that  it  has  sent  to  each 
health  systems  agency  whose  health 
service  area  covers  any  part  of  the  area 
to  be  served  by  the  HMO  for  which  the 
application  is  submitted  (or  if  there  is  no 
such  agency,  the  State  health  planning 
and  development  agency  whose  State 
includes  any  part  of  the  area  to  be 
served)  a  copy  of  the  application 
concurrent  with  its  submission  to  the 
appropriate  Regional  Office  of  the 
Department  of  Health,  Education,  and 
Welfare.  The  agency  may  then  review 
and  comment  on  the  application  in 
accordance  with  §  110.204. 

(f)  Health  planning  agency  approvals. 
If  applicable  State  law  provides  that  the 
application  may  not  be  submitted 
without  the  approval  of  the  health 
systems  agency,  or  State  health  planning 
and  development  agency,  the  applicant 
shall  obtain  this  approval  which  must  be 
included  as  a  part  of  the  application. 

(g)  Other  projects  under  the  Public 
Health  Service  Act.  The  application 
shall  provide  written  information 
describing  the  applicant’s  development 
and  operation  of  any  prior  projects 
which  were  supported  by  grants  or  by 
loans  or  loan  guarantees  under  Title  XIII 
of  the  Act.  Applicants  must  also 
describe  projects  for  the  planning  or 
operation  of  health  service  delivery 
programs  supported  under  any  other 
titles  of  the  Public  Health  Service  Act,  or 
for  which  applications  under  the  Act  are 
currently  under  consideration. 

(h)  Other  applications  under  Title  XIII 
of  the  Act.  Applicants  for  more  than  one 
grant,  loan,  or  loan  guarantee  under 
Title  XIII  of  the  Act,  simultaneously  or 
over  the  course  of  time,  are  not  required 
to  submit  duplicate  information,  but 
shall  indicate  where  the  information 
was  previously  contained  and  shall 

'  A  list  of  medically  underserved  areas  already 
designated  may  be  obtained  by  writing  the  Regional 
Health  Administrator  in  the  appropriate  Regional 
Office  of  the  Department  of  Health.  Education,  and 
Welfare  at  the  addresses  set  forth  at  45  CFR  5.31(b). 
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update  appropriate  information  with 
each  subsequent  application.  Upon 
receiving  a  written  request,  the  HMO 
shall  submit  to  the  appropriate  planning 
agency  referred  to  in  paragragph  (e)  any 
previous  applications  for  grants,  loans, 
or  loan  quaranlees  under  Title  XHI  of 
the  Act  not  already  submitted  to  that 
agency. 

§  1 10.204  What  are  the  standards  and 
procedures  for  review  and  comment  by  the 
appropriate  health  systems  agency  or  State 
health  planning  and  development  agency? 

(a)  Time,  jcimnner.,  aruJ  considerations 
for  review  and  oomment.  If  the 
appropria  te  health  systems  agency  or 
State  health  planning  and  development 
agency  elects  to  review  and  'comment 
upon  the  application,  it  shall  within  67 
days  after  receiving  an  application  for 
financial  assistance  under  this  part 
provide  to  the  Secretary,  through  the 
appropria  te  Dapartment  of  Health. 
Education,  and  Welfare  Regional  Office, 
comments  and  recommendations 
regarding  the  application.  Except  as 
provided  in  paragraph  (c)  of  this  section, 
the  agency  shall  base  its  review  and 
comment  solely  on  the  following 
considerations: 

(1)  The  needs  of  enrolled  members 
and  reasonably  anticipated  new 
members  of  the  HMO  or  proposed  HMO 
applying  for  assistance  for  the  health 
services  proposed  to  be  provided  by  the 
organization. 

,(2,]  The  availability  of  the  proposed 
health  services  from  non-HMO 
providers  or  other  HMOs  in  a 
reasonable  and  cost-effective  manner 
which  is  consistent  with  the  basic 
method  of  operation  of  the  HMO  or 
proposed  HMO  applying  for  assistance. 
In  assessing  the  availability  of  health 
services  from  these  providers,  the 
agency  shall  consider  only  whether  the 
services  from  these  .providers: 

(ij  Would.be  available  under  a 
contract  of  at  least  five  years  duration: 

(ii)  Would '.be  availatde  and 
conveniently  accessible  through 
physicians  and  other  health 
professionals  associated  with  the  HMO 
or  proposed  HMO  (for  example: 

Whether  physicians  associated  with  the 
1 IMO  have  or  will  have  full  staff 
privileges  at  amonTlMO  hospital): 

(iii)  Would  cost  no  more  than  if  the 
services  were  provided  by  the  HMO  or 
proposed  HMO;  and 

(iv)  Would  be  available  in  a  manner 
which  is  administratively  feasible  to  the 
HMO  or  proposed  HMO. 

(b)  Inappropriate  considerations  for 
review  and 'comment. 

i(l.)  The  health  systems  .agency  or  State 
health  plarHiiog  and  development 


agency  should  not  tecommend  against 
approval  of  an  application  solely 
because  there  is  an  HMO  of  the  same 
type,  as  specified  in  section  iSlOfb)  of 
the  Act,  in  the  same  area,  .or  solely 
because  the  services  being  reviewed  are 
not  discussed  in  the  applicable  health 
systems  plan,  annual  iipplementation 
plan.  State  health  plan,  or  State  medical 
facilities  plan. 

(2)  The  health  systems  agency  or  State 
health  planning  and  development 
'  agency  should  not  Tecommend  against 
approval  of  an  application  for  financial 
assistance  for  planning  or  initial 
development  or  initial  operating  costs 
under  subparts  D  and£  of  thisipart, 
which  is  consistent  with  the  basic 
objectives,  time  schedoles,  and  plans  of 
an  applihatiun  which  it  previously 
approved  or  recommended  for  approval. 

(c)  Additional  considerations  for 
review  and  oomment.  A  health  systems 
agency  or  State  health  planning  and 
development  agency  may  propose  to  the 
Secretary  that  it  be  permitted  to  base  its 
reviews  and  comments  on  additional 
considerations  not  set  forth  in  paragraph 

(a)  of  this  section.  Any  agency  making 
such  a  request  for  permission  to  use 
additional  considerations  shall  do  so  in 
writing,  specifying  tlie  reasons  for  the 
proposal,  and  shall  send  a  copy  of  the 
request  to  any  applicants  for  financial 
assistance  under  this  part  whose 
applications  are  then  being  reviewed  by 
the  agency.  No  pending  reviews  may  be 
delayed  because  the  agency  has 
submitted  such  a  request  to  the 
Secretary.  The  Secretary  will  approve 
the  request  if  he  finds  the  additional 
considerations  to  be  consistent  with  the 
purpose  of  Title  XIII  of  the  Act.  Unless 
the  Secretary  has  approved  the  use  of 
the  additional  considerations,  the 
agency  shall  base  its  reviews  and 
comments  solely  on  the  considerations 
set  forth  in  paragraph  (a)  of  this  section. 

§  1 10.205  What  records  must  be 
maintained  and  what  reports  must.be 
submitted? 

(a)  Each  grant,  loan,  or  foan  guarantee 
awarded  under  this  part  is  subject  to  the 
condition  that  the  recipient  shall 
maintain  records  which  disclose  the 
amount  and  disposition  of  the  proceeds 
of  the  grant,  or  loan  . (directly  made  or 
guaranteed),  the  total  oost  of  ithe 
undertaking  in  connection  with  which 
the  assistance  was  given  or  used,  the 
amount  of  that  portion  of  the  cost  of  the 
undertaking  supplied  by  other  sources, 
and  any  other  records  wihich  will 
facilitate  an  effective  audit. 

(b)  The  recipient  of  a  grartt,  loan,  or 
loan  guarantee  under  Title  XIII  of  the 


Act  shall  submit  a  report  to  the 
Secretary  not  later  than  90  days  after 
the  termination  date  of  each  project, 
describii^  existing  and  anticipated 
plans,  developments  and  operations  in 
accordance  with  information  required 
under  section  1306(b)(3)  of  the  Act. 

(c)  The  recipient  shall  submit  any 
other  reports  which  the  Secretary  may 
require  to  meet  the  provisions  erf -the  Act 
and  these  regulations. 

§  1 10.206  What  additional  conditions  may 
the  Secretary  impose? 

The  Secretary  may,  with  respect  to  the 
approval  of  any  grant,  contract,  loan,  or 
loan  guarantee,  impose  additional 
conditions  prior  to  or  at  the  lime  of  any 
approval  when,  in  his  judgment,  these 
conditions  are  necessary  to  assure  or 
protect  the  advancement  of  the 
approved  project,  the  interests  of  pdbbc: 
health,  or  the  conservation  .of  project 
funds. 

§  1 10.207  What  are  the  government's 
rights  with  respect  to  data  developed 
during  the  term  of  Federal  linancial 
assistance, 

(a)  Except  for  information  which  is 
confideclial  under  §  110.208,  the 
government  may  use.  duplicate,  or 
disclose  in  any  manner  and  for  any 
purpose  whatsoever,  and  have  or  permit 
others  to  do  so,  all  data  developed 
during  the  term  of  Federal  financial 
assistance. 

(b)  Whenever  the  recipient  of 
assistance  under  this  part  will  obtain 
any  data  from  a  contractor  or 
subcontractor  under  a  project  assisted 
under  this  part,  it  shall  include  the 
provisions  of  this  section,  of  §  110.208, 
and  of  45  CFR  §  74.145  (a),  (b),  and  fej  in 
the  contract  or  subcontract  without 
alteration,  making  them  applicable  to 
the  subject  matter  of  the  contract  or 
subcontract,  and  no  other  clause  shaTI 
be  used  to  diminish  the  governmenf’s 
right  in  that  contractor's  or 
subcontractors  data. 

(c)  As  used  in  this  section,  the  term 
“data"  means  writings,  films,  sound 
recordings,  pictorial  reproductions, 
drawings,  designs  or  other  graphic 
representations,  procedural  manuals, 
forms,  diagrams,  work-flow  charts, 
equipment  descriptions,  data  files  and 
data  processing  or  computer  programs, 
and  works  of  any  similar  nature 
(whether  or  not  copyrighted  or 
copyrightable)  which  are  developed 
during  the  term  of  Federal  'financial 
assistance. 

§  1 10.208  What  confKfentiality 
requirements  apply? 

(a)  Except  as  set  forth  in  paragraph  ;pb') 
of  this  section,  each  recipient  of 


Federal  Register  /  Vol.  44,  No.  139  /  Wednesday,  July  18,  1979  /  Rules  and  Regulations  42079 


assistance  under  this  part  shall  hold 
confidential  all  information  obtained  by 
its  personnel  about  participants  in  the 
project  related  to  their  examination, 
care,  and  treatment  and  shall  not 
divulge  it  without  the  individual’s 
authorization,  unless  it  is  required  by 
law  or  is  necessary  to  provided  service 
to  the  individual  or  in  compelling 
circumstances  to  protect  the  health  or 
safety  of  an  individual. 

(b)  Information  may  be  disclosed  in 
summary,  statistical,  or  other  form 
which  does  not  identify  particular 
individuals.  Information  may  be 
disclosed,  whether  or  not  authorized  by 
the  participants,  to  the  Secretary  or  the 
Comptroller  General  if  it  is  necessary 
for  the  performance  of  their  duties  under 
the  Act.  Records  pertaining  to  project 
participants  may  be  disclosed,  whether 
or  not  authorized  by  the  participants,  to 
qualified  personnel  for  the  purpose  of 
conducting  scientific  research,  but  these 
personnel  may  not  identify,  directly  or 
indirectly,  any  individual  participant  in 
any  report  of  the  research  or  otherwise 
disclose  participant  identities  in  any 
manner. 

(c)  Separate  HEW  regulations  at  42 
CFR  Part  2,  set  forth  standards  for 
maintaining  the  confidentiality  of 
alcohol  and  drug  abuse  patient  records. 
Under  §  2.12  of  the  regulations,  the 
applicability  of  these  requirements 
extends,  for  example,  to  all  HMOs 
which  have  received  a  loan  from  the 
Serreta.ry  under  Section  1305  of  the  Act 
or  which  have  been  granted  a  tax 
exempt  status  by  the  United  States 
Internal  Revenue  Service.  To  the  extent 
that  an  HMO  subject  to  Part  2  would  be 
authorized  under  paragraph  (b)  of  this 
section  to  make  a  disclosure  prohibited 
by  Part  2,  the  provisions  of  Part  2  would 
control. 

§  1 10.209  What  other  HEW  regulations 
apply? 

(a)  The  following  HEW  regulations 
.ilso  apply  to  grants  under  this  part: 

45  CFR  Part  16  Department  grant  appeal.s 
pror.es.s. 

45  CFR  Part  74  Administration  of  grants. 

45  CFR  Part  00  Nondiscrimination  under 
programs  receiving  Federal  assistance 
through  the  Department  of  Health,  Education, 
and  Welfare; — Fiffectuation  of  Title  VI  of  the 
Civil  Rights  Act  of  1964. 

45  CFR  Part  84  Nondiscrimination  on  the 
basis  of  handicap  in  Federally  assisted 
programs. 

(b)  The  following  HEW  regulations 
also  apply  to  loans  and  loan  guarantees 
made  under  this  subpart: 

45  CFR  Part  80  Nondiscrimination  under 
programs  receiving  Federal  assistance 
through  the  Department  of  Health,  Education, 


and  Welfare — Effectuation  of  Title  Vl  of  the 
Civil  Rights  Act  of  1964. 

45  CF^  Part  84  Nondiscrimination  on  the 
basis  of  handicap  in  Federally  assisted 
programs. 

§  1 10.210  For  what  are  grantees 
accountable? 

If  a  grantee  under  this  part  fails  to 
become  a  qualified  HMO  in  accordance 
with  Subpart  F  of  this  Part,  or  fails  to 
remain  a  qualified  HMO,  the  grantee 
shall  be  accountable  to  the  Secretary  for 
all  unexpended  grant  funds  and  for  the 
then  value  of  all  items  of  real  or 
nonexpendable  personal  property 
purchased  with  grant  funds,  in  addition 
to  all  other  amounts  due  under  45  CFR 
Part  74.  This  total  sum  constitutes  a  debt 
owed  by  the  grantee  to  the  Federal 
Government,  and  the  Government  may 
recover  it  from  the  grantee  or  its 
successors  or  assignees  by  setoff  or 
other  action  as  provided  by  taw. 

§  1 10.21 1  What  obligation  does  the  United 
States  have  to  continue  support  for  an 
approved  project? 

Neither  the  approval  of  any  project 
nor  any  award  of  financial  assistance 
commits  or  obligates  the  United  States 
to  make  any  additional,  supplemental, 
continuation,  or  other  award  with 
respect  to  any  approved  project  or 
portion  thereof.  For  continuation 
support,  applicants  must  make  separate  • 
applications  as  the  Secretary  may  direct. 

§  1 10.212  What  is  the  effect  of  a  grantee’s 
change  from  non-profit  to  for-profit  status? 

(a)  Any  non-profit  private  entity 
which  received  a  grant  under  section 
1304  of  the  Act  and  which  becomes  a 
for-profit  private  entity,  shall  notify  the 
Secretary  of  this  change  of  status  within 
30  days  of  the  change. 

(b)  Unless  the  Secretary  determines, 
for  good  cause  shown,  that  repayment 
would  not  be  in  the  interests  of  the 
United  States,  any  grantee  which 
becomes  a  for-profit  private  entity  after 
receiving  a  grant  under  section  1304  of 
the  Act,  as  a  non-profit  private  entity, 
shall  immediately  upon  this  change  in 
status  notify  the  Secretary  and  repay  to 
the  Secretary  upon  demand  the  total 
amount  of  grant  funds  received  under 
section  1304.  This  sum  constitutes  a  debt 
owed  by  the  grantee  to  the  Federal 
Government,  and  the  Government  may 
recover  it  from  the  grantee  or  its 
successors  or  assignees  by  setoff  or 
other  action  as  provided  by  law. 
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